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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 36-40, 44, 45, 47, 50-51, 54-56, and 71 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Kim (U.S. 5,810,884). Kim discloses an apparatus for facilitating sealing of 
a puncture formed in a proximal lateral surface of a vessel, the apparatus comprising a bar 
having a proximal and distal ends and a first bore extending laterally therethrough, and a 
filament (steering cable 14) disposed through the first bore (103), wherein the bar is configured 
to apply a compressive force upon a distal lateral surface of a vessel (fig. 9a and 24). The bore 
is being considered lateral since it extends from one side of the bar to another side of the bar. It 
is noted that the limitation "the filament is configured to retract the bar against a distal lateral 
surface of the vessel and apply an internal compressive force upon the distal lateral surface of a 
vessel such that a lumen of the vessel is narrowed and wherein the bar is configured such that 
the filament may be retracted from within a patient's body, thereby leaving the bar disposed 
within the body tissue" is functional language and the device must only be capable of carrying 
out the function. The device of Kim has all of the claimed structure and is capable of applying 
this force if it is implanted in a configuration such that it pushes against the outer surface of the 
lower wall of the vessel and is tensioned by the filament (14). It is also possible to retract the 
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filament wliile leaving bar (100) within the body by cutting the filament at its connection with 
member (12) and then retracting the filament through bore (103) of bar (100). 

3. Regarding claim 50, Kim further discloses an eyelet (104) with the filament disposed 
through it (see fig. 24, 25; col. 24, II. 29-39). 

4. Regarding claims 37 and 54, the apparatus further includes a delivery sheath having a 
proximal and distal end, a lumen therebetween and a sharpened tip at the distal end. The lumen 

is configured to contain the filament and bar (see fig. 10-13). 

5. Regarding claims 38 and 55, the apparatus includes a push rod disposed in the lumen of 
the delivery sheath proximal bar (270). 

6. Regarding claim 39, the bar is rectangular in shape. 

7. Regarding claims 40 and 56, the rod (buttressing support member) may be 
biodegradable (col. 13, II. 29-33). 

8. Regarding claims 45, the bar includes an eyelet (104) and a bore (103), the filament 
being disposed through both the eyelet and the bore. 

9. Regarding claim 47, the eyelet is coupled to the central region and the first bore is 
disposed in a distal region of the bar (see figs. 9a, 24, 25). 

10. Regarding claim 51 , the eyelet is in the central region of the bar. 

1 1 . Regarding claim 54, the apparatus further includes a delivery sheath having a proximal 
and distal end, a lumen therebetween and a sharpened tip at the distal end. The lumen is 
configured to contain the filament and bar (that is to say, it is capable of containing the bar with 
the eyelet). 

12. Regarding claim 71 , the internal compressive force is functional and the device must 
only be capable of delivering a compressive force that is sufficient to cause the vessel to narrow 
and promote coagulation of the blood near the puncture. The device is capable of this; a person 
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can, by hand or by another apparatus, apply enough pressure to the apparatus to deliver such a 
force. 

13. Claims 36, 39, 40, 44, and 71 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Bonutti (Re 36,974). Bonutti discloses an apparatus for facilitating sealing of a puncture 
formed in a proximal later surface of a vessel, the apparatus comprising a bar having proximal 
and distal ends and a first bore extending laterally therethrough and a filament disposed through 
the first bore (see fig. 20) wherein the bar is configured to apply an internal compressive force 
upon a distal lateral surface of a vessel such that a lumen of the vessel is narrowed. It is noted 
that the limitation "configured to retract the bar against a distal lateral surface of the vessel and 
apply an internal compressive force upon the distal lateral surface of a vessel such that a lumen 
of the vessel is narrowed and wherein the bar is configured such that the filament may be 
retracted from within a patient's body, thereby leaving the bar disposed within the body tissue" is 
functional language and the device must only be capable of carrying out the function. The 
device of Bonutti has all of the claimed structure and is capable of applying this force if it is 
implanted in a configuration such that it pushes against the outer surface of the lower wall of the 
vessel. 

14. Regarding claim 39, the bar is cylindrical. 

15. Regarding claim 40, the bar may be biodegradable (see col. 3, II. 40-41). 

16. Regarding claim 44, the bore (188) is being considered disposed in a central region of 
the bar. The central region is being defined as the region that stretches from an outer edge of 
bore (190) to the outer edge of bore (188). 

17. Regarding claim 71 , the internal compressive force is functional and the device must 
only be capable of delivering a compressive force that is sufficient to cause the vessel to narrow 
and promote coagulation of the blood near the puncture. The device is capable of this; a person 
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can, by hand or by another apparatus, apply enough pressure to the apparatus to deliver such a 
force. 

18. Claims 50-51 and 57 are rejected under 35 U.S.C. 102(b) as being anticipated by Nash 
et al. (U.S. 5,41 1,520). Nash et al. discloses an apparatus for facilitating sealing of a puncture 
formed in a proximal lateral surface of a vessel, the apparatus comprising a bar having proximal 
and distal ends and a first eyelet to the bar (fig. 12), a filament disposed through the eyelet, 
wherein the bar is configured to apply a compressive force upon a distal lateral surface of a 
vessel. It is noted that the limitation "configured to retract the bar against a distal lateral surface 
of the vessel and apply an internal compressive force upon the distal lateral surface of a vessel 
such that a lumen of the vessel is narrowed and wherein the bar is configured such that the 
filament may be retracted from within a patient's body, thereby leaving the bar disposed within 
the body tissue" is functional language and the device must only be capable of carrying out the 
function. The device of Nash et al. has all of the claimed structure and is capable of applying 
this force if it is implanted in a configuration such that it pushes against the outer surface of the 
lower wall of the vessel. 

19. Regarding claim 57, Nash et al. discloses a tensioning device (fig. 13, 14, and 26) 

configured to hold the filament in a tensioned state. 

20. Claims 36, 44, 48, and 71 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Kensey et al. (U.S. 5,545,178). Kensey et al. disclose an apparatus for facilitating sealing of a 
puncture formed in a proximal lateral surface of a vessel, the apparatus comprising a bar having 
a proximal and distal ends and a first bore extending laterally therethrough, and a filament 
disposed through the first bore, wherein the bar is configured to apply a compressive force upon 
a distal lateral surface of a vessel (fig. 1 and 8). It is noted that the limitation "the filament is 
configured to retract the bar against a distal lateral surface of the vessel and apply an internal 
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compressive force upon the distal lateral surface of a vessel such that a lumen of the vessel is 
narrowed and wherein the bar is configured such that the filament may be retracted from within 
a patient's body, thereby leaving the bar disposed within the body tissue" is functional language 
and the device must only be capable of carrying out the function. The device of Kensey et al. 
has all of the claimed structure and is capable of applying this force if it is implanted in a 
configuration such that it pushes against the outer surface of the lower wall of the vessel and is 
tensioned by the filament. It is also possible to retract the filament while leaving the bar within 
the body. 

21 . Regarding claim 44, the first bore is in a central region of the bar. 

22. Regarding claim 48, the device further comprises a second bore extending laterally 
through the bar, wherein the filament is disposed between both the first and the second bore. 

23. Regarding claim 71 , the internal compressive force is functional and the device must 
only be capable of delivering a compressive force that is sufficient to cause the vessel to narrow 
and promote coagulation of the blood near the puncture. The device is capable of this; a person 
can, by hand or by another apparatus, apply enough pressure to the apparatus to deliver such a 
force. 

Claim Rejections - 35 USC § 103 

24. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 1 02 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

25. Claims 46, 52, and 53 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kim. 
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26. Regarding claim 46, Kim discloses the invention substantially as stated above including 
the use of both a bore and an eyelet on a bar with a filament disposed through the bore and 
eyelet. Kim fails to disclose that the eyelet is coupled to the distal region and the bore is coupled 
to the central region and instead discloses the bore at the distal region and the eyelet in the 
central region. However, it would have been obvious to one having ordinary skill in the art at the 
time the invention was made to switch the location of the eyelet with the location of the bore 
since it has been held that rearranging parts of an invention involves only routine skill in the art 
{In re Japikse, 86 USPQ 70). 

27. Regarding claims 52 and 53, Kim discloses the invention substantially as stated above 
including the use of two attachment points, a bore and an eyelet to attach the filament to the 
bar; the eyelet is in the central region and the bore is in the distal region. Kim fails to disclose 
the use of a second eyelet attached to the bar at the distal region and instead discloses a bore 
at this position. At the time of the invention, it would have been obvious to one skilled in the art 
to modify the device of Kim to use a second eyelet instead of a bore (103) because Applicant 
has failed to disclose that the use of two eyelets instead of an eyelet and a bore provides an 
advantage, is used for a particular purpose or solves a stated problem. One of ordinary skill in 
the art would have expected the device of Kim and applicant's invention to work equally well 
with the claimed two eyelets or an eyelet and a bore as taught by Kim. Therefore, it would have 
been an obvious to one skilled in the art to modify the device of Kim to use an eyelet instead of 
a bore for the distal attachment point since such a modification is considered a mere design 
choice which fails to patentably distinguish the claimed invention from the prior art of Kim. 

28. Claims 41-43, 57, and 72 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Kim in view of Nash et al. Kim discloses the invention substantially as stated above but 
fails to disclose a tensioning device configured to hold the filament in a tensioned stated. 
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29. However, Nash et al. discloses that it is old and well known in the art to include a 
tensioning device in devices used to facilitate the sealing of a puncture. Nash et al. discloses 
that such a tensioning device is necessary in order to maintain appropriate tension of the 
filament while the delivery sheath is removed (col. 14, II. 29-35). The tensioning device is shown 
in figs. 13, 14, and 26. It comprises an upright (142) having upper and lower ends, a plurality of 
legs attached to the lower end, and a grip affixed to the upper end. The legs are being 
considered the two pieces defined by the slit (142D) at the lower end of (142) and the grip is the 
portion attached to the upper end of (142) that also has a slit (142D). Regarding claim 43, the 
grip comprises a V-shaped groove formed in the tensioning device formed in the flexible 
material of the tensioning device. Although the material can be plastically deformed, it would 
have been obvious to one skilled in the art to use an elastomeric material since one skilled in 
the art would have recognized the advantage of having a groove that, in its closed state, is 
thinner than the diameter of the filament in order to have a stronger grip on the filament. In order 
to place the filament in such a groove, a material such as an elastomeric material that can be 
deformed but returns back to its original configuration, would have been an obvious material 
choice to one skilled in the art. It would have been within the purview of one skilled in the art to 
be able to form grips similar to the louvers with an elastomeric material. Therefore, it would have 
been obvious to one of ordinary skill in the art to modify the device of Kim to include a 
tensioning device as made obvious by Nash et al. in order to gain the advantage of maintaining 
appropriate tension of the filament while removing the delivery sheath. 

30. Regarding claim 72, the narrowing of the vessel is functional language/intended use and 
the device must only be capable of delivering a compressive force that is sufficient to cause the 
vessel to narrow and promote coagulation of the blood near the puncture. The device is capable 
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of this; a person can, by hand or by another apparatus, apply enough pressure to the apparatus 
to deliver such a force. 

31 . Claims 41-43 and 72 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bonutti in view of Nash et al. Bonutti discloses the invention substantially as stated above but 
fails to disclose a tensioning device configured to hold the filament in a tensioned stated. 

32. However, Nash et al. discloses that it is old and well known in the art to include a 
tensioning device in devices used to facilitate the sealing of a puncture. Nash et al. discloses 
that such a tensioning device is necessary in order to maintain appropriate tension of the 
filament while the delivery sheath is removed (col. 14, II. 29-35). The tensioning device is shown 
in figs. 13, 14, and 26. It comprises an upright (142) having upper and lower ends, a plurality of 
legs attached to the lower end, and a grip affixed to the upper end. The legs are being 
considered the two pieces defined by the slit (142D) at the lower end of (142) and the grip is the 
portion attached to the upper end of (142) that also has a slit (142D). Regarding claim 43, the 
grip comprises a V-shaped groove formed in the tensioning device formed in the flexible 
material of the tensioning device, which is being considered an equivalent alternative to an 
elastomeric material. Although the material can be plastically deformed, it would have been 
obvious to one skilled in the art to use an elastomeric material since one skilled in the art would 
have recognized the advantage of having a groove that, in its closed state with no filament 
therein, is thinner than the diameter of the filament in order to have a stronger grip on the 
filament. In order to place the filament in such a groove, a material such as an elastomeric 
material that can be deformed but returns back to its original configuration would have been an 
obvious material choice to one skilled in the art. It would have been within the purview of one 
skilled in the art to be able to form grips similar to the louvers with an elastomeric material. 
Therefore, it would have been obvious to one of ordinary skill in the art to modify the device of 
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Bonutti to include a tensioning device as made obvious by Nash et al. in order to gain the 
advantage of maintaining appropriate tension of the filament while removing the delivery sheath. 

33. Regarding claim 72, the narrowing of the vessel is functional language/intended use and 
the device must only be capable of delivering a compressive force that is sufficient to cause the 
vessel to narrow and promote coagulation of the blood near the puncture. The device is capable 
of this; a person can, by hand or by another apparatus, apply enough pressure to the apparatus 
to deliver such a force. 

34. Claims 45-47 are rejected under 35 U.S.C. 103(a) as being unpatentable over Bonutti in 
view of Rollero et al. (US 6,506,197). Bonutti discloses the invention substantially as stated 
above including the use of either a bore or an eyelet through which a filament is threaded. 
Bonutti fails to disclose the use of a bore and an eyelet on the same bar. 

35. However, Rollero et al. discloses that it is old and well known in the art to include a 
plurality of holes in a bar such that a filament can be securely attached to the bar (see fig. 6a 
and 6b). This configuration includes a bore in the central region and in the distal region when 
the bar is inserted using the delivery sheath of Bonutti. Therefore, it would be obvious to one of 
ordinary skill in the art to employ three holes or three eyelets as made obvious by Rollero et al. 
in the device of Bonutti so that suture can be securely attached to the bar if desired. This 
modified device does not include both an eyelet and bore, with one being in the center and one 
being in the distal region. 

36. At the time the invention was made, it would have been an obvious matter of design 
choice to a person of ordinary skill it the art to use an eyelet and a bore, one being in the center 
and one being in the distal region because applicant has not disclosed that either of these 
configurations provides an advantage, is used for a particular purpose, or solves a stated 
problem over the use of either two bores, one in the central region and one in the distal region 
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of the bar, or two eyelets, one in the central region and one in the distal region. One of ordinary 
skill in the art, furthermore, would have expected modified Bonutti's device, and applicant's 
invention, to perform equally well with either two bores or two eyelets, one in the central region 
and one in the distal region, or the claimed one eyelet and one bore, one in the central region 
and one in the distal region because both would perform the same function of providing a 
means of attaching the bar to the filament. 

37. Therefore, it would have been prima facie obvious to modify BonuttI to obtain the 
Invention specified In claims 45-47 because such a modification would have been considered a 
mere design consideration which fails to patentably distinguish over the prior art of modified 
BonuttI. 

38. Claim 49 is rejected under 35 U.S.C. 103(a) as being unpatentable over Kensey et al. In 
view of Rollero et al. (U.S. 6,506,197). Kensey et al. disclose the invention substantially as 
stated above including a bar that has a first and second bore. The bores disclosed by Kensey et 
al. are both in a central region of the bar. 

39. However, Rollero et al. discloses that it is old and well known in the art to use suture 
bars that include 3 holes as seen in Fig. 6a. wherein suture is threaded through each bore (see 
fig. 6a). Rollero et al. disclose that the three holes provide a way to tie suture to the bar such 
that the suture bar cannot move along the suture. Incorporating the three hole design In fig. 6a 
onto the bar of Kensey et al. would allow the bar to be firmly attached to the suture so that it 
cannot become displaced along the suture during Its Insertion. Using this configuration, there is 
a first bore In the central region of the bar and a second bore in the distal region of the bar 
through which the filament is disposed. Therefore, it would have been obvious to one of ordinary 
skill in the art to modify the device of Kensey et al. to include three holes as made obvious by 
Rollero et al. in order to gain the advantage of being able to thread the filament through either 
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two of the holes in a pulley configuration or through three holes such that the bar can be firmly 
attached to the suture. 

Response to Arguments 

40. Applicant's arguments filed 1/24/2008 have been fully considered but they are not 
persuasive. Applicant argues that the device of Kim does not show a filament disposed through 
the eyelet of the bar and instead shows a steering cable (14) threaded therethrough. However, 
the cable (14) is considered a filament. As seen in figs. 24 and 25, the eyelet of the bar has 
been threaded over the filament (14) (see col. 24 II. 34-38). Filament (14) is capable of 
retracting the bar against a distal lateral surface of the vessel and applying an internal 
compressive force upon the distal lateral surface of the vessel. It is also possible to retract the 
filament from within the patient's body while leaving the bar disposed within the body tissue by 
cutting the filament at its connection with member (12) and then retracting the filament through 
bore (103) of bar (100). 

41 . In response to applicant's argument that the bar of Bonutti is not left within the patient 
but instead designed for removal, a recitation of the intended use of the claimed invention must 
result in a structural difference between the claimed invention and the prior art in order to 
patentably distinguish the claimed invention from the prior art. If the prior art structure is 
capable of performing the intended use, then it meets the claim. The bar of Bonutti is capable of 
being left in body tissue. Applicant also argues that pulling on the filament of Bonutti does not 
permit retraction of the filament and instead changes the orientation of the bar. This can be 
dependent on how the bar is implanted within tissue (orientation, location, etc.). If the anchor is 
implanted in an area where tissue surrounds and holds the bar tightly in place, the filament can 
be retracted while the bar is held in place by surrounding tissue. Alternatively, one could hold 
the bar in a certain orientation while at the same time retracting the filament. 



Application/Control Number: 10/523,217 Page 13 

Art Unit: 3731 

42. In response to applicant's argument that the eyelet of Nash et al. has a different 
structure from applicant's eyelet, it is noted that no particular features of the eyelet which 
distinguish the instant eyelet from the eyelet of Nash et al. are recited in the rejected claim(s). 
Although the claims are interpreted in light of the specification, limitations from the specification 
are not read into the claims. See In re Van Geuns, 988 F.2d 1 181, 26 USPQ2d 1057 (Fed. Cir. 
1993). The term "eyelet" is used generally to indicate a small hole. Similar to applicant's eyelet, 
the eyelet of Nash et al. includes a raised loop-type structure through which the filament can be 
threaded (see fig. 5 of Nash). 

43. Regarding the amendments to claims 36 and 50, the limitation of "the filament is 
configured to retract the bar against a distal lateral surface of the vessel and apply an internal 
compressive force upon the distal lateral surface of a vessel such that a lumen of the vessel is 
narrowed and wherein the bar is configured such that the filament may be retracted from within 
a patient's body, thereby leaving the bar disposed within the body tissue" is functional language 
and the prior art apparatus must only be capable of performing such a function to anticipate the 
claim; the prior art must include all structural limitations but does not need to disclose the 
apparatus carrying out the function. The prior art of Kim, Kensey et al., Nash et al., and Bonutti 
have all of the claimed structure of claim 36 and are capable of performing the claimed function 
if pressed against the distal lateral surface of a vessel. The filament may be retracted from 
within the patient's body while leaving the bar disposed within the body tissue such as by 
physically holding the bar in place while the filament is retracted. 

44. In response to applicant's argument that it would not have been obvious to one skilled in 
the art to modify Kim or Bonutti in view of Nash et al. to include a tensioning device, the 
examiner respectfully disagrees. The tensioning device of Nash et al. is used to provide a 
tensioning force to a filament attached to an anchoring device. It would have been obvious to 
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one skilled in the art to have modified Kim or Bonutti to include such a tensioning device so that 
tension is maintained on the anchor and filament. The language "such that the tensioning device 
provides an external compressive force upon the proximal lateral surface of the vessel during 
tensioning of the filament" is functional language and the device must only be capable of 
performing in such a manner. The tensioning device of Nash et al. is capable of being used to 
deliver such tensioning depending on the positioning of the filament and bar to which it is 
attached and it would have been obvious to use such a tensioning device with the anchor and 
filament of either Kim or Bonutti. The presence of the tamping member (130) does not affect the 
tensioning device's ability to apply a compressive force on the proximal lateral surface of the 
vessel during tensioning. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time policy as 
set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing date 
of this final action. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Kathleen Sonnett whose telephone number is 571-272-5576. The 
examiner can normally be reached on 7:30-5:00, M-F, alternate Fridays off. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on 571-272-4713. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

KCS 4/14/2008 
/Todd E Manahan/ 
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